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DETAILED ACTION 

The following office action is a responsive to the Amendment filed, 10/27/08. 
The amendment filed 10/27/08 affects the application, 10/796,441 as follows: 
Claim 21 has been amended. The rejections made under 35 U.S. C. 103(a) of the prior 

office action mailed 06/25/08 are maintained. 

1 . The responsive to applicants' amendment is contained herein below. 

Claims 21-22 are pending in application 
Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art ?a:e 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 21-22 are rejected under 35 U.S.C. 103(a) as being unpatentable over Brekke et 
al. (WO 9409722). 

In claim 21, applicant claims "A method of treating diseased, injured or abnormal bone at 
a site of desired bone growth comprising the step of applying to said site an injectable 
composition comprising an effective amount of a mixture of hyaluronic acid, growth factor 
bFGF and excipients to maintain biological activity of said factor, said composition being 
sufficient to enhance bone growth rate and magnitude and having a viscosity and 
biodegradability sufficient to persist at said site for a period of time sufficient to enhance said 
bone growth rate and magnitude." Claim 22 is drawn to a method according to claim 21 wherein 
said bFGF is present in a range of about 10"^ to 100 mg/ml in said composition. 
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Brekke et al. disclose a composition for treating bone such as abnormal bone at a site of 
desired bone growth (e.g., the voids in bone) comprising the step of applying to said site a 
composition comprising a mixture of hyaluronic acid, growth factor bFGF and excipients, and 
wherein the said composition can promote (enhance) bone growth (see abstract, page 4, line 20 
to page 7, line 1 1 and especially page 6 the paragraph numbered as 4; also see claims). 

The difference between applicant's claimed method and the method taught by Brekke et 
al. is that Brekke et al. does not exemplify the use of said composition, per se. 

It would have been obvious to one having ordinary skill in the art, at the time the claimed 
invention was made to have used the method suggested by Brekke et al. to treat abnormal, 
injured or diseased bone by applying to the site of said abnormal, injured or diseased bone a 
composition comprising an effective amount of a mixture of hyaluronic acid, a growth factor and 
excipients and to alter the viscosity of said composition depending on factors such as the severity 
of the bone condition or disorder and the individual that is being treated. 

One having ordinary skill in the art would have been motivated to use the method 
suggested by Brekke et al. to treat abnormal, injured or diseased bone by applying to the site of 
said abnormal, injured or diseased bone a composition comprising an effective amount of a 
mixture of hyaluronic acid, a growth factor and excipients and to alter the viscosity of said 
composition depending on factors such as the severity of the bone disease and the individual that 
is being treated. It should also be noted that use of specific concentration of the components 
(such as bFGF) of said composition also depending on factors such as the severity of the bone 
condition or disorder and the individual that is being treated. 

Response to Arguments 
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Applicant's arguments with respect to claims 21 and 22 have been considered but are not 
found convincing. 

The applicant argues that for Brekke et al.composition there must be a microstructure 
composed of the chemotatic ground substance, which can be hyaluronic acid. The hyaluronic 
acid is used as a solid material, a velour composed of fibrils with intercalated voids of 
microscopic dimensions. However, Brekke et al. disclose that the hyaluronic acid can be in gel 
form (see page 20, lines 1 1-13). Moreover, Brekke et al. composition like applicant's 
composition (as claimed) comprises the same said ingredients or components (regardless of form 
or state of components). Also, it should be noted that Brekke et al.'s composition like 
applicant's composition is also biodegradable. 

The applicant argues that Brekke requires the osteoinductive/osteogenic substance 
which is a growth factor. These requirements dictate the use of a solid composition as shown in 
Brekke's FIGS. 1-6, and described on page 20, lines 18-26. However, Brekke et al. disclose that 
their osteoinductive/osteogenic substance or growth factor can be injected in or as a solution (see 
page 19, last paragraph to page 20, 1st paragraph). Moreover, Brekke et al. composition like 
applicant's composition (as claimed) comprises the same said ingredients or components 
(regardless of form or state of components). Also, it should be noted that Brekke et al.'s 
composition like apphcant's composition is also biodegradable. 

The applicant argues that the presently claimed method requires the use of an 
injectable composition. However, Brekke et al. method also requires the use of a composition 
that is also considered an injectable composition since it can be injected into the site that is being 
treated. In addition, it is important to note that applicant's method (as claimed) requires the 
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composition be applied to the site. Thus, Brekke et al. does not teach away from the presently 
claimed method composition as argued by applicant. 

THIS ACTION IS MADE FINAL. AppUcant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 . 1 36(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael C. Henry whose telephone number is 571-272-0652. 
The examiner can normally be reached on 8.30am-5pm; Mon-Fri. If attempts to reach the 
examiner by telephone are unsuccessfiil, the examiner's supervisor, Shaojia A. Jiang can be 
reached on 571-272-0627. The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Michael C. Henry 
January 31, 2008. 



/ShaojiaAnna Jiang/ 
Supervisory Patent Examiner 
Art Unit 1623 



